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1. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 4367s. 1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/lSA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/lSA/220. 

3. For further details, see notes to Form PCT/1SA£20. 
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(under Rules 12.3 and 23.1 (b)) translation furnished for the purposes of international search 

a. type of material: 

S a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

S in written format 

13 in computer readable form 

c. time of filing/furnishing: 

B contained in the international application as filed. 

H filed together with the international appiication in computer readable form. 
□ furnished subsequently to this Authority for the purposes of search. 

3 D !M^!?aBK K!SKE&^ ■p* andtor tab,e *««° 

copies is identical to that in the eSSS^S^^^S^J^T^" Tl he subsec l uen t or additional 
appropriate, were furnished. dpp,,caT,on as f,led or does n °t go beyond the application as filed, as 

4. Additional comments: 
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Box No. IV Lack of unity of invention 



1 • □ In response to the invitation (Form PCT7!SA£06) to pay additional fees, the applicant has: ~ 

□ paid additional fees. 

□ paid additional fees under protest. 

□ not paid additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 Is 

□ complied with 

El not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in 
IS all parts. 

□ the parts relating to claims Nos. 



respect of the following parts of the international application: 



^arapS — or 
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International application No. 
PCT/EP2005/003 97P 

Re Item IV. 

The separate inventions/groups of inventions are: 
Invention 1 : 

Composition of SEQ ID 1 and SEQ ID 1 59 
Invention 2-n: 

Each individual embodiment has to be regarded as a separate invention, where n - 
number of embodiments. ' 

J^IT S ° ,ink6d 35 t0 f ° rm 3 SinQle 9eneral inventive conc ^ <R"le 13.1 PCT) for 
the following reasons: ' Ul 

To meet the requirements of Rule. 13 PCT, for unity an inventive feature must be present 
which is common to all embodiments (i.e. a special technical feature) 

iUS^ET? T Sl "IT di ' ferent embodim ^te failing within claim 1 share the common 
afeged activrty (page 4 of the description) in that they are "specific combinations of 
polypeptides encoded by the B2/D genome, particularly useful as antigens and can 
specially prevent the pathologies due to ExPEC strains". However, this common activity 
or function is shared with known combinations of peptides (see e.g. WO03/0743553 
paragraph 0031, and therefore canno, be regarded as a common tventive oonoept 

uZZT,» T\ emb °? imente faili "9 w«hin the olaim can only be acknowledged as 
unitary if it can be shown that y 

i) all alternatives have a common property or activity, 
and 

ii) an inventive, common structural element. 



ft ♦ , f 9r ° UP the SSCOnd 9roup of Propeptides of claim 1 is defined by any 

S TTf WhiCh mi9ht be re9arded as presenting an inventive structu'af 

invention h indiV '' dUal embodiment has *° * regarded as a separate 

leadv C nmn ' Z'T^ ^ ,nverrt,ve Step ° f the technic *' are 

I 6 I °°7 ° m ?f b * the disci °^e of D1 and D2 and moreover it not technically or 
economically feas.b.e to list each embodiment, in particular those pertaining to 
comb.nat.ons of homologues of the named sequences, the search division does not intend 
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to require payment of additional search fees at this time. 
Re Item V 

1 Reference is made to the following documents- 

D1 : WO 03/074553 A (ESCAICH SONIA ; MUTABILIS SA (FR)) 12 September 

2003(2003-09-12) 
D2: WO 01/21636 A (UNIV NEW YORK) 29 March 2001 (2001-03-29) 

Novelty 

In so far as can be assessed on the basis of the present search, the claimed subject- 
matter .s novel. However, it should be noted that not every embodiment is covered by the 
search (see non-unity reasoning). 

Inventive step 

The claimed subject-matter lacks inventive step. The closest prior art can be seen as D1 
wh.ch, as acknowledged in the description (page 6), discloses the "first group" of 
polypeptides, as well as combinations thereof. 

The problem of "provision of alternative combinations of polypeptides for use in 
treatment of ExPEC E. coli infections" is allegedly solved by the presently claimed 
subject-matter. 

There are two reasons why the presently claimed subject-matter cannot be regarded 
as inventive. 

i) It was obvious to combine the polypeptides of D1 with those of D2 (which represent 
a different set of antigenic peptides from ExPEC E coll), in order to obtain a more 
complete coverage of antigenic regions. Since both sets of peptides and their 
propert.es were known in the art, no inventive step can be recognised for their 
combmation. Indeed, the application only contains data showing that the combination 
ot obQ ID 28 and SEQ ID 1 59 decrease mortality of immunised mice, which result 
was to be expected with the sequences separately. There is no data for any other 
combmation of named polypeptides, let alone for "homologous sequences" This 
leads to the second reason: 

ii) no inventive step can be recognised for a large subset of the claimed subject- 
matter, smce it is not credible that it solves the problem. This lack of credibility for 
anses with respect to the "homologous sequences" due to general knowledge of 
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onlv C 25? in^° ? r f ti0nships in the art of bi °<09ical sequences, which need retain 
only 25 /, identity to the named sequence over whole of the named sequence. 
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